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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 



Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on April 
27, 2007 has been entered. 

Status of the Claims 

Applicant's amendments to claim 1 are acknowledged. 

Currently, claims 1 - 12 are pending and under examination. Claims 13-22 are 
acknowledged as withdrawn as drawn to a non-elected invention. 



Withdrawn Rejections 

The previous rejections of the claims under 35 U.S.C. 1 12, first and second 
paragraph, are withdrawn in view of Applicant's amendments filed April 27, 2007. 

All previous rejections of the claims under 35 U.S.C. 103(a) are withdrawn in 
view of Applicant's amendments and arguments filed April 27, 2007. 
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NEW GROUNDS OF REJECTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 - 12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 112, first paragraph, have been described in \nje 
Wands , 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: (1) the nature of 
the invention; (2) the state of the prior art; (3) the relative skill of those in the art; (4) the 
predictability or unpredictability of the art; (5) the breadth of the claims; (6) the amount 
of direction or guidance presented; (7) the presence or absence of working examples; 
and (8) the quantity of experimentation necessary. When the above factors are 
weighed, it is the examiner's position that one skilled in the art could not practice the 
invention without undue experimentation. 

(1) The nature of the invention: 

The invention is drawn to a method of detecting biological agents in finished 
water using molecular recognition elements. 
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(3) The relative skill of those in the art 

The relative skill of the those in the art is high. 

(2) The state of the prior art and (4) The predictability or unpredictability of the art 

It is well known in the art that the binding between molecular recognition 
elements, such as antibodies and nucleic acids, and their corresponding biological 
targets, i.e. antigens and complementary nucleic acids, is highly specific. In particular, 
a specific antibody molecule is able to detect one molecule of a protein antigen out of 
more than 10 8 similar molecules. Therefore, by isolating an antibody with a known 
structure, the purified antibody can be effectively used to bind to and detect its known 
specific antigen (see Janeway et al. "Immunobiology, The Immune System in Health 
and Disease," 4 th Ed. (1999) pg40-44). Similarly, nucleic acid sequences each contain 
a unique sequence with the property of binding specifically to a target compound or 
molecule, wherein methods such as SELEX (Systematic Evolution of Ligands by 
Exponential enrichment) can be utilized to determine specific nucleic acids that bind to 
a desired target compound (see US Patent no. 6,300,074). Thus, antibodies and 
nucleic acids can be efficiently used to bind to and detect various biological targets, as 
long as the structures of both the binding element, i.e. antibody or nucleic acid, and the 
biological target are known. 

(5) The breadth of the claims 

The method claims are drawn to a method of detecting biological agents in 
finished water using molecular recognition elements, wherein the biological agents have 
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been altered by the effect of the finished water and the molecular recognition elements 
have been manipulated to recognize and specifically bind the altered biological agent. 

(6) The amount of direction or guidance presented and (7) The presence or absence of 
working examples 

The specification discusses the various treatments required in order to prepare 
finished water, wherein these treatments can result in an alteration of a biological target 
contained within the finished water sample. The alteration to the biological target, which 
can include the modification of a nucleic acid sequence or an epitope, can result in the 
biological agent becoming non-reactive or unable to bind to a known molecular 
recognition element (see specification paragraphs [0017]-[0021]). Therefore, in order to 
overcome these molecular recognition problems, Applicant discusses the manipulation 
of the molecular recognition elements in order for the molecular recognition elements to 
accurately recognize the modified targeted agent. The manipulations disclosed by 
Applicant include preparing new antibodies or nucleic acid sequences that have been 
manipulated to recognize the altered portions of the targeted agents (see paragraph 
[0030]). However, no guidance or working examples are given in order to enable one 
skilled in the art to practice the method of Applicant's invention. In particular, how does 
one determine if an alteration has occurred to the biological target, and if so, what type 
of alteration has occurred to the biological target in order to effectively prepare a new 
molecular recognition element, i.e. antibody or nucleic acid, that can accurately 
recognize the modified biological target. In order to conduct Applicant's claimed 
method, an assay must first be run in an attempt to detect a target biological agent in a 
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sample of finished water using a molecular recognition element known to bind to the 
specific target biological agent. If the assay is conducted and no target biological agent 
is found to bind to the molecular recognition element, at this point, the user would 
assume either 1) no biological agent is present in the sample, or, according to 
Applicant's specification, 2) the biological agent is present but altered by the finished 
water. At this point, Applicant does not give any guidance or working examples as to 
how the alteration of the biological target is determined. The altered structure of the 
modified biological target must be known in order to manipulate the molecular 
recognition element to bind to the altered biological target. As discussed above in the 
state of the prior art, a purified antibody or nucleic acid sequence can be prepared in 
order to bind to a target compound, however, the structure of the target compound must 
be known. Therefore, it is unclear how exactly to practice the method of Applicant's 
invention if the alteration to the biological target is not specifically known or disclosed. 

(8) The quantity of experimentation necessary 

The unpredictability of the alteration that may occur to a target biological agent 
contained in a sample of finished water is extremely high. Therefore, because the 
instant specification provides very little guidance on what alterations will occur to a 
target agent one would be burdened with undue experimentation to practice the claimed 
invention. 
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Claims 1 - 12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The MPEP states that the purpose of the written description requirement is to 

ensure that the inventor had possession, as of the filing date of the application, of the 

specific subject matter later claimed by him. The courts have stated: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention." Lockwood v. American Airlines. Inc. . 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli . 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" [T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed."). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood . 107 F.3d at 1572, 41 USPQ2d at 
1966." Regents of the University of California v. Eli Lilly & Co .. 43 USPQ2d 1398. 

The MPEP lists factors that can be used to determine if sufficient evidence of 

possession has been furnished in the disclosure of the Application. These include "level 

of skill and knowledge in the art, partial structure, physical and/or chemical properties, 

functional characteristics alone or coupled with a known or disclosed correlation 

between structure and function, and the method of making the claimed invention. 

Disclosure of any combination of such identifying characteristics that distinguish the 

claimed invention from other materials and would lead one of skill in the art to the 

conclusion that the applicant was in possession of the claimed species is sufficient." 



MPEP 2163. 
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In the instant case, the claims are drawn to a method of detecting biological 
agents in finished water using molecular recognition elements, wherein the biological 
agents have been altered by the effect of the finished water and the molecular 
recognition elements have been manipulated to recognize and specifically bind the 
altered biological agent. However, the specification does not provide ample written 
description for the type of alteration that occurs to the biological agent or how to 
manipulate the molecular recognition element to recognize the altered biological target. 

The art indicates that the binding between molecular recognition elements, such 
as antibodies and nucleic acids, and their corresponding biological targets, i.e. antigens 
and complementary nucleic acids, is highly specific. In particular, a specific antibody 
molecule is able to detect one molecule of a protein antigen out of more than 10 8 similar 
molecules. Therefore, by isolating an antibody with a known structure, the purified 
antibody can be effectively used to bind to and detect its known specific antigen (see 
Janeway et al. "Immunobiology, The Immune System in Health and Disease," 4 th Ed. 
(1999) pg40-44). Similarly, nucleic acid sequences each contain a unique sequence 
with the property of binding specifically to a target compound or molecule, wherein 
methods such as SELEX (Systematic Evolution of Ligands by Exponential enrichment) 
can be utilized to determine specific nucleic acids that bind to a desired target 
compound (see US Patent no. 6,300,074). Thus, antibodies and nucleic acids can be 
efficiently used to bind to and detect various biological targets, as long as the structures 
of both the binding element, i.e. antibody or nucleic acid, and the biological target are 
known. 
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Given the state of the art above, the specification does not provide ample written 
description for the claimed invention. The specification only discloses that an alteration 
can occur to the target biological agent, such as a modification to the nucleic acid 
sequence or to an epitope, wherein a molecular recognition element can be constructed 
in order to recognize the altered portions of the targeted agent (see paragraphs [0020]- 
[0021] and [0030]). However, the specification does not give any insight into how 
exactly the targeted agent is altered, such as the structure of the altered 
antigen/antibody or the modified nucleic acid sequence(s). The structure of the altered 
biological target must be known in order for one to effectively prepare a molecular 
recognition element, i.e, antibody or nucleic acid, that is manipulated to recognize and 
specifically bind to the altered biological agent. Accordingly, it is deemed that the 
specification fails to provide adequate written description for the claims and does not 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the entire scope of the claimed invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 - 12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claim 1 recites the phrase "wherein the targeted biological agent has been 
altered by the effect of the finished water," which is vague and indefinite because it is 
unclear how exactly the biological agent has been "altered." 

Claim 1 also recites the phrase "one first molecular recognition element that is 
manipulated to recognize and specifically bind to the altered biological agent," which is 
vague and indefinite because it is unclear how exactly the first molecular recognition 
element is "manipulated" in order to recognize and bind to the altered biological agent. 

Response to Arguments 

Applicant's arguments filed April 27, 2007 have been fully considered but they 
are not persuasive. Applicant argues (see p6-7) that amended claim 1 is fully enabled 
by the specification, wherein paragraphs [0020] and [0046] of the specification provide 
methods for preparing modified recognition elements, particularly antibodies. Examiner 
agrees that Applicant's specification provides methods for preparing modified 
recognition elements, particularly antibodies, that can be used to practice Applicant's 
claimed invention. Further, it is well known in the art that antibodies, as well as nucleic 
acid sequences, can be prepared in order to bind to target compounds, however, the 
structure of the target compound must be known in order to effectively prepare an 
antibody or nucleic acid sequence that will recognize and bind to the target compound. 
Therefore, Applicant's argument (see p6) that the alteration of the target agent does not 
need to be specifically identified in order to provide a recognition element that 
recognizes the altered target agent is not considered persuasive. The unpredictability 
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of the alteration that could occur to the target agent requires guidance by the Applicant 
as to how to prepare a manipulated recognition element when the altered structure or 
sequence of the target agent is unknown. For the reasons discussed above under 35 
U.S.C. 1 12, first paragraph, Applicant's claimed invention is not considered to be fully 
enabled or described in order for one skilled in the art to make and/or use Applicant's 
claimed invention. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jacqueline DiRamio whose telephone number is 571- 
272-8785. The examiner can normally be reached on M-F 9-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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